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DETAILED ACTION 

1 . Examiner acl^nowledges claims 1 -35 are pending in tliis application. 

Information Disclosure Statement 

2. The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1 .98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609.04(a) states, 
"the list may not be incorporated into the specification but must be submitted in a 
separate paper." Therefore, unless the references have been cited by the examiner on 
form PTO-892, they have not been considered. 

Oath/Declaration 

3. The oath or declaration is defective. A new oath or declaration in compliance 
with 37 CFR 1 .67(a) identifying this application by application number and filing date is 
required. See MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because: 

It does not state that the person making the oath or declaration acknowledges 
the duty to disclose to the Office all information known to the person to be 
"material to patentability as defined in 37 CFR 1.56." 

Drawings 

4. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they do not include the following reference sign(s) mentioned in the 
description: for example: circle vent circuit (10) and open vent circuit (10'). 
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5. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: for example: reference character 52 and reference character 17. 

6. Corrected drawing sheets in compliance with 37 CFR 1 .1 21 (d), or amendment to 
the specification to add the reference character(s) in the description in compliance with 
37 CFR 1 .1 21 (b) are required in reply to the Office action to avoid abandonment of the 
application. Any amended replacement drawing sheet should include all of the figures 
appearing on the immediate prior version of the sheet, even if only one figure is being 
amended. Each drawing sheet submitted after the filing date of an application must be 
labeled in the top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 
CFR 1.121 (d). If the changes are not accepted by the examiner, the applicant will be 
notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

8. Claims 1-3, 5, 7, 8, 11-21, 25-29, and 33-35 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Heinonen (6,196,222). 
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As to Claim 1, Heinonen discloses a bymixer device that is connectable to a 
respiratory gas flow conduit in a ventilation circuit (Figure 3) used for ventilating a 
human or veterinary patent, said bymixer device comprising: a flow divider (the point at 
which the inlet flow on conduit 40 is divides to conduit 56) for dividing the flow of 
respiratory gas into first and second streams; a main flow channel (conduit 40 to 44) 
thought which the first stream flows; a bypass flow channel (conduits 56 to conduit 58 to 
conduit 44) through which the second stream flows; said bypass flow channel, 
comprising: a) a flow restrictor (76) that restricts the flow of gas through the bypass flow 
conduit, b) a mixing chamber (74) positioned upstream of the flow restrictor (84), and c) 
sampling apparatus (82) for sampling respiratory gas from said mixing chamber (74) 
(Column 8, Lines 38-50). Regarding the flow restrictor, a valve is a type of flow 
restrictor. Regarding the sampling apparatus. Applicant has not recited within the claim 
language the specific type of sampling (pressure, flow, concentrations of gas) required, 
thus as the pressure sensor (82) is utilized to monitor the pressure within the conduit 
after the mixing chamber (74) it meets the claim language. 

As to Claim 2, Heinonen discloses a flow combiner (68) that is connectable to the 
main flow channel (conduit 40 to 44) and the bypass channel (conduits 56 to conduit 58 
to conduit 44) and operative to combine the first and second streams after they have 
passed through the main flow channel and the bypass channel. (Column 7, Lines 14-20 
and Column 8, Lines 60-67). 

As to Claim 3, Heinonen discloses the size of the mixing chamber (74) is variable 
(Column 8, Lines 20-23). 
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As to Claim 5, Heinonen discloses the flow restrictor (76) is variable (as 
controlled by the controller) (Column 8, Lines 23-38). 

As to Claim 7, Heinonen discloses the sampling apparatus (82) is connected to 
the bypass flow channel (conduits 56 to conduit 58 to conduit 44) for sampling 
respiratory gas from said mixing chamber (74) (Column 8, Lines 38-50). 

As to Claims 8 and 11, Heinonen discloses the sampling apparatus (82) is 
connected to the control unit (60) and may be monitored and displayed with the user 
interface (62). (Column 8, Lines 51-60). 

As to Claims 12-14, Heinonen disclose the controller (60) controls the loading of 
the mixing chamber (74) by regulating the pressure, flow, and volume of gas delivered. 
(Column 8, Lines 38-50). Inherently, to be able to perform this function, the controller 
(60) was programmed at fabrication and is a microprocessor capable of making 
determinations of the device's operational status. 

As to Claim 15 and 33, Heinonen disclose the determination of the tidal volume, 
and respiration rate over time. (Column 3, Lines 7-67). 

As to Claim 16, please see the rejection of claim 1 . The difference between 
claim 16 and the rejection of claim 1 is the incorporation the particulars of the ventilation 
circuit. Specifically, Heinonen disclose an inspiratory flow conduit which carries a flow 
of inspiratory respiratory gas for delivery into the patient's lungs (from the ventilator 10 
to conduits 40-46-44-68, trachea 48 and lungs 50), an expiratory flow circuit for carrying 
expired respiratory gas that has been expired from the lungs (from the lungs 50 to 



Application/Control Number: 10/530,602 Page 6 

Art Unit: 3771 

trachea 48, conduits 68-44-46-42, and the ventilator 10), where the bymixer of claim 1 
is connected to the inspiratory flow conduit, as defined. 

As to Claim 17, please see the rejection of claim 16. The difference between 
claim 17 and the rejection of claim 16 is the limitation of the ventilation circuit is an open 
circuit (Figure 3). 

As to Claim 18, Heinonen discloses the ventilation circuit may be closed. 
(Column 9, Lines 15-45 and Figure 4). 

As to Claim 19, Heinonen discloses the use of a carbon dioxide absorber (100). 
(Figure 4). 

As to Claim 20, Heinonen discloses fresh gas (106) is inserted into the closed 
circuit system after the recycled gas has been absorbed of carbon dioxide. (Figure 4). 

As to Claim 21, Heinonen discloses the sampling apparatus (82) is connected to 
the bypass flow channel (conduits 56 to conduit 58 to conduit 44) for sampling 
respiratory gas from said mixing chamber (74) (Column 8, Lines 38-50). 

As to Claim 25, please see the rejection of claim 1 . The difference between 
claim 25 and the rejection of claim 1 is the incorporation the particulars of the ventilation 
circuit. Specifically, Heinonen disclose an inspiratory flow conduit which carries a flow 
of inspiratory respiratory gas for delivery into the patient's lungs (from the ventilator 10 
to conduits 40-46-44-68, trachea 48 and lungs 50), an expiratory flow circuit for carrying 
expired respiratory gas that has been expired from the lungs (from the lungs 50 to 
trachea 48, conduits 68-44-46-42, and the ventilator 10), where the bymixer of claim 1 
is connected to the inspiratory flow conduit, as defined. 
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As to Claim 26-29, Heinonen discloses the sampling apparatus (82) is connected 
to the bypass flow channel (conduits 56 to conduit 58 to conduit 44) for sampling 
respiratory gas from said mixing chamber (74), where the variable is the pressure within 
the mixer (Column 8, Lines 38-50). 

As to Claim 34, Heinonen discloses the size of the mixing chamber (74) is 
variable (Column 8, Lines 20-23). 

As to Claim 35, Heinonen discloses the flow restrictor (76) is variable (as 
controlled by the controller) (Column 8, Lines 23-38). 

9. Claims 1-3, 5, and 7-14 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Cutler et al. (4,619,269). 

As to Claim 1 , Cutler discloses a bymixer device that is connectable to a 
respiratory gas flow conduit in a ventilation circuit (Figures 2 and 3) used for ventilating 
a human or veterinary patent, said bymixer device comprising: a flow divider (the point 
at which conduit 12 meets conduit 13 and conduit 21) for dividing the flow of respiratory 
gas into first and second streams; a main flow channel (21) thought which the first 
stream flows; a bypass flow channel (conduits 13-28-38) through which the second 
stream flows; said bypass flow channel, comprising: a) a flow restrictor (30) that restricts 
the flow of gas through the bypass flow conduit, b) a mixing chamber (32) positioned 
upstream of the flow restrictor (30), and c) sampling apparatus (sensors 33, 48 or 52) 
for sampling respiratory gas from said mixing chamber (32) (Figure 3). Regarding the 
flow restrictor, a valve is a type of flow restrictor. Regarding the limitation of "restricts 
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the flow of gas through the bypass flow conduit", the device of Cutler divides a portion of 
the flow and restricts or prevents the flow of that portion of gas. 

As to Claim 2, Cutler discloses a flow combiner (the connection of conduits 38 
and 21 to a common conduit (25). (Figure 3). 

As to Claim 3, Cutler discloses the mixing chamber (32) has a serpentine 
pathway that varies over the course of the chamber. (Figure 3). Inherently, this pathway 
varies the size of the mixing chamber (32). 

As to Claim 5, Cutler discloses the flow restrictor (30) is operated by the 
microprocessor (62). Inherently, this operation results in a variable restriction of flow. 

As to Claim 7, Cutler discloses a port (33, as well as various other ports after the 
flow restrictor 30) though which the sample of gas may be removed from the mixing 
chamber (32), and used to sample gas within the mixing chamber (32). (Figure 3). 

As to Claims 8 and 9, Cutler discloses the sensor (33) is connected to a 
monitoring device (16) in order to determine data from the mixing chamber (32). 
Regarding claim 9, Cutler discloses the sensor (33) is associated with temperature. 

As to Claim 10, Cutler discloses the monitoring device (16) cooperatively works 
to determine the concentration of gases. (Figure 3 and Column 6, Lines 60-63). 

As to Claim 1 1 , Cutler discloses a display (15) connected to the monitoring 
device (16) for displaying the data form the sensor (33) via the microprocessor (62). 

As to Claims 12 and 14, Cutler discloses the microprocessor (62) calculates the 
concentration of oxygen in the gaseous samples. (Column 6, Lines 60-63). 
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As to Claim 13, Cutler discloses the ability of the microprocessor (62) to 
cooperatively receive signals and change operation. (Column 7, Lines 8-20 and 
Column 7, Line 65 thru Column 8, Lines 11). Inherently, to be able to perform this 
function, the microprocessor (62) was programmed at fabrication. Further, Cutler 
discloses the sensors must be calibrated to set a base line of operation. Inherently this 
baseline would need to be stored in order to enable the device to operate at the new 
values separate from the default, thus constituting programming. (Column 7, Lines 30- 
65). 

Claim Rejections - 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Heinonen (6,196,222). 

As to Claim 22, Heinonen discloses a ventilation circuit where the bypass mixer 
is on the inspiratory line, yet does not expressly disclose the connection of the bypass 
mixer to an expiratory line. However, at the time the invention was made the location of 
the bypass mixer from the inspiratory line to an expiratory line on a closed circuit system 
is a function of a change in location or rearrangement of parts. Thus, it would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
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to move the bypass mixer of Heinonen from a tlie inspiratory line to the expiratory line in 
a closed circuit system as disclosed in Figure 4 of Heinonen, since it has been held that 
rearranging parts of an invention involves only routine skill in the art. In re Japikse, 86 
USPQ 70. 

12. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Heinonen 
(6,196,222) in view of Feldman et al. (6,408,848). 

As to Claim 4, Heinonen discloses a ventilation circuit where the bypass mixer, 
yet does not expressly disclose a portion of the mixing chamber to be made from a 
variable length tubing. However, at the time the invention was made the use of variable 
length tubing, such as corrugated tubing was known in the ventilation art. Specifically, 
Feldman teaches corrugated tubing was utilized for its ability to bend and retain shape 
in order to control the volumes of gases applied within the ventilation system. Thus, it 
would have been obvious to one having ordinary skill in the art to modify the ventilation 
tubing of Heinonen to include the corrugations as taught by Feldman for the purpose of 
controlling the volume of ventilation gas exposed within the system. 

13. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cutler et 
al. (4,619,269) in view of Feldman et al. (6,408,848). 

As to Claim 4, Heinonen discloses a ventilation circuit where the bypass mixer, 
yet does not expressly disclose a portion of the mixing chamber to be made from a 
variable length tubing. However, at the time the invention was made the use of variable 
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length tubing, such as corrugated tubing was known in the ventilation art. Specifically, 
Feldman teaches corrugated tubing was utilized for its ability to bend and retain shape 
in order to control the volumes of gases applied within the ventilation system. Thus, it 
would have been obvious to one having ordinary skill in the art to modify the ventilation 
tubing of Cutler to include the corrugations as taught by Feldman for the purpose of 
controlling the volume of ventilation gas exposed within the system. 

14. Claims 9, 10, and 30-32 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Heinonen (6,196,222) in view of Cutler et al. (4,619,269). 

As to Claims 9 and 31 , Heinonen discloses the use of a sensor for monitoring the 
operation of the bypass line, yet does not expressly disclose the use of a temperature 
sensor. However, at the time the invention was made the use of a temperature sensor 
was known. Specifically, Cutler discloses the temperature sensor (33) is connected to a 
monitoring device (16) in order to determine operational data from the mixing chamber 
(32). (Column 7, Lines 15-20). Therefore, it would have been obvious to one having 
ordinary skill in the art to modify the device of Heinonen to include a temperature sensor 
as taught by Cutler to provide a monitoring means to control the operation of the device. 

As to Claims 10, 30, and 32, Heinonen discloses the use of a sensor for 
monitoring the operation of the bypass line, yet does not expressly disclose the 
monitoring of the concentration of gases. However, at the time the invention was made 
the monitoring of the concentration of gases was known. Specifically, Cutler discloses 
the monitoring device (16) cooperatively works to determine the concentration of gases 
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via the carbon dioxide sensor (48) and oxygen sensor (52). (Figure 3 and Column 6, 
Lines 60-63) for monitoring the ventilation of the patient (Abstract). Therefore, it would 
have been obvious to one having ordinary skill in the art to modify the device of 
Heinonen to include a sensor for monitoring the concentration of gases as taught by 
Cutler to provide a proper ventilation of the patient. 

15. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Heinonen 
(6,196,222) in view of Winter et al. (5,555,880). 

As to Claim 6, Heinonen discloses the use of flexible PVC tubing in the 
ventilation circuit (Column 6, Lines 1-4), yet Henionen does not expressly disclose the 
constructed of a rigid material. However, at the time the invention the construction of 
the plastic tube from a rigid material was known. Specifically, Winter teaches the 
construction of ventilation circuits to be flexible and made of a rigid or low compliance 
material for the purpose of minimizing the loss of volume delivered to the patient. 
(Column 3, Lines 43-45). Therefore, it would have been obvious to one having ordinary 
skill in the art to modify the ventilation circuit of Heinonen to be constructed with a rigid 
material for the purpose of minimizing the loss of volume delivered to the patient. 

16. Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Heinonen (6,196,222) in view of Heinonen (5,967,141). 

As to Claim 24, Heinonen '222 discloses a ventilation circuit, yet does not 
expressly disclose the application of anesthetic gas with the ventilation circuit. 
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However, at the time tlie invention was made the use of anesthetic gas with ventilation 
circuits was known. Specifically, Heinonen '141 teaches the application of anesthesia 
through the inspiratory line, for the purpose of anesthetizing the patient with the 
appropriate amount of medicament in relation to the inspiratory and expiratory flows of 
the patient. (Column 5, Lines 35-47). Thus, it would have been obvious to one having 
ordinary skill in the art to modify the system of Heinonen '222 to include an anesthetic 
gas as taught by Heinonen '141 to provide controlled and appropriate amounts of 
anesthetic to anesthetize the patient. 

Allowable Subject Matter 

17. Claim 23 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

Conclusion 

1 8. The prior art made of record and not relied upon is considered pertinent to 

applicant's disclosure. Heinonen et al. (5,722,449), Aylsworth et al. (5,890,490), 
Goulding (5,072,737) Raemer et al. (4,21 1 ,239) Cox et al. (4,206,754), Olsoon et al. 
(5,423,313), Banner et al. (6,571,796), Jackson (3,592,191), Orretal. (6,648,832), 
Atkins (5,239,994), Jones (5,605,148), Skog (6,298,848) disclose additional inventions 
with bypass lines wherein the gas flow is mixed prior to administration into the lungs of 
the patient. 
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Any inquiry concerning this communication or earlier communications from tine 
examiner should be directed to Annette F. Dixon whose telephone number is (571) 272- 
3392. The examiner can normally be reached on Monday thru Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571 ) 272-4835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Annette F Dixon 
Examiner 
Art Unit 3771 

/Annette F Dixon/ 
Examiner, Art Unit 3771 

/Justine R Yu/ 

Supervisory Patent Examiner, Art Unit 3771 
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